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VBAT'A! 3MIHA IHTPYKIIII

IHcTpyKUIin
3 BUKOPHCTAHHS HA0Opy peareHTiB
JJIsl BU3SHAYEHHS KiJIbKOCTI 3arajibHOro i npsamoro oinipyoiny
B cMpoBaTUi 200 M1a3Mi KpoBi

Biaipy6in no Menapamixky Cn.JI

IN VITRO
306epiraru npu 2-8°C

Tinpku st mpoecifHOro BUKOPUCTAHHS.

Hpunuun meroxy
HiazoroBaHa cynb(aHiIOBa KHCIOTa B MPUCYTHOCTI KO(EiHY YTBOPIOE 3 MPSMHUM 1 HENPSAMHUM OilipyOGiHOM
a3001Tipy0iH poKeBO-(i0IETOBOTO KONBOPY. |HTEHCHBHICTh KOIBOPY MPOMOPIiHA KOHIEHTpAIlii 3arajJbHOTO
OimipyOiHy y 3pa3ky. Y BiICyTHOCTI KO(eTHOBOTrO peakTHWBa B PEAKINI0 BCTYIAE TUIBKH MPSAMUHA OinipyOiH.
Konuerpariro HenpsMoro 6iipy0iHy MOKHA BU3HAYUTH 32 PI3HUIICIO MK 3arajlbHUM Ta IPSMHUM OiTipyOiHOM.

Kainiyne 3HaueHHSA
binipy6iH mpezncraBnsie cCOOO TPOAYKT pPO3MATy TeMOTIO0IHY, SIKUM TPAHCIIOPTYETHCS BiJ CEJE3IHKH 0
MIEYiHKU Ta eKCKPETYEThCS B JKOBUHI MPOTOKH. ['imepOinipybiHeMist € pe3yiapTaToM 30UIbIIEHHS KOHIIEHTpaIlii
Oinipy0iHy y MIa3Mi.
[Mprawan TinepbimipyOiHemii: 3arampHuil OimipyOiH. 30INBIIEHHS TEeMONi3y, TEHETHYHI MOPYUICHHS,
HEOHAaTaJbHA YKOBTSHUII, Hee(h)eKTUBHUH epiTporoe3 Ta JiKapCchKi MpenapaTy.
[Mpsmuii 6inipy6in. XosecTas neviHky, FTeHETHYHI Ta TeMaTOKIITHHHI TTOPYIICHHS.
KniniuHuii niarHo3 He MOBMHEH 0a3yBaTHCS Ha OAHOMY ITOKa3HMKOBI, HEOOXiJHO BpaXxOBYBaTH KJIiHIUHI Ta
iHII1 TabopaTopHi JaHi.

Crknan Habopy
1. Pearenr 1. Cynndaninora kuciota - 30 mmol/l (Mmo:b/i1), cosisiHa kucnoTa - 400 mmol/l (Mmoib/).
2. Pearenr 2. Hitput Hatpito - 50 mmol/l (MMois/1).
3. Pearenr 3. Kodein - 100 mmol/l (Mmmosts/m).
4. THCTpYKIisl 3 BUKOPUCTAHHS.
5. Ceprudikar sKocTi.

JlonaTkoBi peareHTH
Cranpmapt OunipyOiHy MmocTadaerbcsi Ookpemo. PexomenmoBano BukopuctoByBatH CrJl MynbrukamiOpaTop
BUpoOHUITBa «JIabopaTopis ['panym» Ui BHU3HAYEHHS 3aralibHOrO Ta mpsMoro OuripyOiny, CnJl Bimipy6in
KaniOpaTtop [yis BU3HaYCHHS 3arajbHOro 0iipyoiny.

AHAJITHYHI XapaKTePUCTHKHU
1. JIiHiiHICTH BUMIPIOBAJILHOTO fiana3ony: 3.4-340 umol/l (MKkMOJIB/i).
Binxunenns Big mdiiiHOCTI He mepeBumlye 5%. SKmo oTpumani pe3ynbTaTH Oynu Oiiblle, HIX MEXI
niHiiHOCTI, po3BeniTh 3pas3ku 1:1 (B aBa pasu) NaCl 9 g/l (r/n) Ta HOMHOXKTE pe3yabTaT Ha ABa.
2. Yytnusicth He MeHI 3.4 umol/l (MKMOJIB/).
3. KoeoiuieHnt Bapianii pe3ynbTaTiB BU3Ha4eHb — HE 0TI 5%.

MarepiaJ ns 70CTiIKeHHSA
CupoBarka a0o mia3ma Kpoei. JlociipKyBaHi cHpoBaTKy a00 I1a3MU ITOBHHHI OYTH PETEIIbHO BiIOKPEMJICHI Bij
(dOpMEHHX EeNeMEHTIB KpOBi He Mi3Himie, Hix depe3 1 h (roj) micist B3ATTS KpoBi. YHHKaWTe BUKOPUCTAHHS
MYTHHX, JIMITHUX Ta TEMOJITHYHMX 3pa3KiB. 3aXUIIATH 3pa3Ku Bij BIUIMBY COHSYHOTO CBITJIA.

Ilepenik HeOOXiTHOTO YCTATKYBAHHS
- CnektpodoromMeTpuiHe ad0 KOJIOPUMETPUIHE 00IafHaHHS 3 JOBKUHOIO XBum 540 nm (HM).
- BiamoBigHi KIOBETH 3 TOBIIMHOIO ONTUYHOTO mapy 1 cm (cm).
- 3aransHe naboparopHe 001aJHAHHS.

IlinroToBKa peareHTin
[lepen BukopucTanHsIM Habip BUTpUMATH NPU KiMHATHiHM Temnepatypi npotsarom 30 min (XB).
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Hiazocymim (JC): HeoOXigHO roTyBaTH Oe3nocepeanbo nepea podotoro. 3mimatu P1 ta P2 y cniBBigHOIICHH]
100:3.
Yeaza! HasBricTh HE3HAYHOTO JKOBTOTO 3a0apBieHHs B Jlia3ocyMinn He BIUIMBAE HA PE3YIbTATH JOCIIKCHb.
P3 roToBwmii 10 BUKOPUCTAHHS.

IIpoBenenns anamuizy
1. YMOBH BUMIipIOBaHHS:

JTOBXKWHA XBHITI 540 nm (M)
KIOBETa 3 TOBIIMHOIO ONTUYHOTO mapy 1 cm (cMm)
TeMIeparypa 15-25°C

2. HamamtyBatu npuiaj] Ha HyJIb BiZTHOCHO TUCTHIILOBAHOI BOJIH.
3. HamoBHEHHS KIOBETH: KOMIIOHEHTH PEaKLiiHOI cyMmimIi BiliOpaT Ta BHOCUTH B 00'eMax, BKa3aHUX Y
Ta0IUL.

binipy0in binipy0in XonocTuii 3pa3zok
3arajabHUN IpsIMHAN (zaranpHMiA +
MIPSIMUA)
Hocninganii 3pazox/Cranmapt, ml (mur) 0.5 0.5 0.5
P3, ml (M) 1.75 - -
NaCl 9 g/ (r/n), ml (M) - 1.75 2.0
JAC, ml (mn) 0.25 0.25 -

BusznauenHi npsimoro Ou1ipyOiny:

1HKyOyBaTH MPOTSToM 5 min (XB) pW KIMHATHIH TemmepaTypi 15-25° C.

HeoOxigHo mpoBecTH BUMIpPIOBaHHS TOYHO Yepe3 5 min (XB) micist BHECEHHS J11a30CyMillli, TaK sIK MPH
TPHUBAJIOMY CTOSTHHI B pEaKIlit0 BCTyIae HEMPsMUi OiaipyOiH.

BusHaueHHi 3arajabHoro oi1ipyoiny:

iHKyOyBaTH mpoTsiroMm 20 min (XB) npu KiMHaTHI# Temnepartypi 15-25° C. [IpoBecTr BUMipIOBaHHS.

Ilpum. Ob'emu peazenmy, cmaunoapmy ma 3pasKy Molcymv Oymu RPOROPUIHHO 3MiHeHI 6i0N0GIOHO 00
P0004020 00'emMy Klo6emu 6UKOPUCHOBYBAHO20 AHANI3AmMOpA.
4. Bumipsaru ontuuny uiineHicTs (E) gocnigHoro 3paska ta kamiOpaTopa IpoTH BiAMOBIIHOI X0JIOCTOI poOH.
Hpumitkn:
1. s Bu3HaYeHHs OLTipyOiHy y HOBOHAPOPKEHUX PO3BEAITH 3pa30K B HOTOPH pa3u (i3i0NOTiYHUM PO3UNHOM
(1:3). Pe3ynbraT MOMHOXUTH Ha 4.

Po3paxyHok pe3yJbTatiB
BusHauTe KOHIIEHTpALIIO 3aralbHOTO OiIipyOiHy B TOCTIAHHUX 3pa3Kax 3a JOIIOMOTOH0:
1. Kanmi6pyBansHa kpua. [loOyayiite kaniOpyBaibHY KpHBY, BH3HA4YTE€ KOHIIEHTpAI0 3arajibHOro Ta/abo
npsiMoro OuTipyOiHy B TOCTIIHUX 3pa3Kax.
2. @akrop nepepaxyHky. OOUHCIUTD (HaKTOp NEPEePaxyHKy AJsl KOXKHOTO PO3BEICHHS CTAaHAAPTy Ta BU3HAUTE
cepeaHe 3HaueHHs (DaKkTopy:

F — CKCUZ

EK(ZJZ
Pospaxyiite koHLIeHTpawuio O611ipyOiHy B HOCTiAXKYyBaHii mpoodi:
Cdoc.fz = anc.n x F

ne: F — dakrop nepepaxyHky

C «ax - KOHIICHTpALIiS cTaHAapTy, umol/l (MKMOJIB/).

E (4 - ONITHYHA NIUTBHICTH CTAHAAPTY, ONTHYHUX OJMHHUIIb.

C gocx - KOHIIGHTpAITISL TOCIIKYBAHOTO 3pa3ka, pmol/l (MKMOIb/I).

E 46c; - OTITUYHA MIUTBHICTD JIOCIIPKYBAHOTO 3pa3Ka, ONTHYHUX OJIMHUIb.
Veara! KaniopyBansauii rpadik Ta dakrop nmepepaxyHKy MepeBipsiFOTh MicIs 3MiHA KOXKHOTO PEaKTHBY, alie
He piamie ogHoro pa3y Ha 3 mth (mic).
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PedepenTHi Betuuunu

I'pyHTylounce Ha pe3ynbTaTax IOCTiIKEHb, MPOBEACHUX J1a0OPaTOPisIMH, PEKOMEHAYEMO KOPHCTYBaTHUCS
HOpMaMH, TIpUBEACHUMH HIDKYe. Pasom 3 TuM, BiamoBimHo mo npasuin GLP (I"apHoi maGopaTopHOi MPaKTHKH),
KOXKHa JabopaTopiss MOBMHHA camMa BU3HAYWTH JJs ceOe mapaMeTph HOPMH, XapaKTepHi A 0O0CTeXyBaHOI
TOITYJISIIA.
Hopmansawmii piBeHb OimipyOiHy B cHpOBaTIi a00 I1a3Mi KPOBi CTAHOBUTH:
binipy6in 3aranpanit 10 18.81 pmol/l (Mxmons/m) = 11 mg/l (mr/m)
Binipy6in mpsimuii =~ 10 4.27 pumol/l (Mxmons/m) = 2.5 mg/l (mr/m)
[Mepexin B nogatkosi oguauni: mg/l (mr/m) x 1.71 = umol/l (MKMomB/1)

BinTBoploBaHicTh
3aranbHuii Bitipy6in

Baytpucepiitaa (n=20) Mixcepitiaa (n=20)

3unavenns, mg/dl (mr/mm) 1,16 4,21 1,15 4,27
SD 0,02 0,04 0,02 0,13
CV, % 2,03 1,06 1,91 3,10
[psamuii Biaipy6in Buytpucepiiina (n=20) Mixcepitina (n=20)

3nauenns, mg/dl (mr/mn) 0,78 2,28 0,80 2,18
SD 0,01 0,01 0,01 0,03
CV, % 1,28 0,65 1,63 1,53

IopiBHsAHHS MeTOAIB
TouHicTh: pe3ynbTaTH OTpUMaHi TpH BHUKOpHCTaHHI peareHTiB BupoOHWUITBa TOB «JIABOPATOPIA
I'PAHYM», npu TOpiBHSHHI 3 IHIIUMH KOMEPIIHHUME peareHTaMu (X) CHUCTeMaTHYHHX BIIXWJICHb HE
BUSIBJICHO.
IopiBHsaHHS Oyno poBeneHo Ha 50 3pa3kax.
Pesynpraru 3aranbHuii Oimipy0iH:
KoedimienT kopemswii (r)*: 0,9894
PiBasaES perpecii: y=0,9832x + 0,0224
Pesynbraru lpsamuii 6imipy0in:
KoeoiuienT xopessuii (r)*: 0,9867
PiBusiHHS perpecii: y=0,9923x + 0,0048
PesynpraTu XapakTepuCTHK TOYHOCTI 3aJI€XkKaTh BiJl aHATI3aTOPY, 110 BUKOPUCTOBYETHCSL.

CnenugivHictb
I'eMomi3 cipuuMHSEe 3HWKEHHS 3HAUeHHS OUTIpyOiHYy.

KouTtpoas sixocti
KoHTponb £KOCTI pEeKOMEHIyeTbCcS  3AIHCHIOBATH, BHUKOPHCTOBYIOUM HACTYIHHUI KOHTPOJBHHH MaTepiai:
«CnJI Kontposns Hopmay, «CrnJl Konrpons Ilatonoris» («Jlabopatopis I'panym», Vkpaina); «Serodosy,
«HumaTrol» (Human, HiMmeuunHa). SIknio 3HaYeHHS KOHTPOJIIO BUXOMISTH 32 MEXi BCTAHOBIIEHOTO JTialla3o0Hy,
nepeBipTe anaparypy, peakTiBU Ta MOXKIIUBI TEXHIYHI IpoOIeMu.
KaniOpyBanHsl mpuiaay MPOBOJUTHCS Tepell BUKOPUCTAHHSIM HOBOI cepii peareHTiB abo y BiAMOBIIHOCTI 3
BUMOTaMH JI0 KOHTPOITIO IKOCTi Jaboparopii. KoxxHa maboparopisi IOBUHHA BCTAaHOBHTH CBOi BIIACHI CXEMH
KOHTPOJIIO SIKOCTI Ta KOPUTYIOUi Aii, SIKIIO KOHTPOJIb HE BiMOBIa€ JOIMYCTUMUM HOPMaM.

pumitkn
1. He 3MinnyiiTe Ta He BUKOPUCTOBYHTE B OJHII MOCTAHOBIII PEAreHTH PI3HUX CEPIi.

30epiranns Ta cTa0lLIbHICTD
VY¢i KOMIIOHEHTH Habopy cTaliIbHI 10 3aKiHUCHHS TEPMiHY MPHIATHOCTI, 3a3HAYEHOTO HA €TUKETII, SKIIO
30epirat ioro minsHO 3akputuM mipu 2-8°C. I1ix yac BUKOpHCTAHHS peareHTIB 3armodiratu 3a0pyIHeHHS Ta
MOTPATUISIHHS TIPSIMUX COHSYHUX MTPOMEHIB.

Bumorn 6e3nexu Ta yruiizanii
1. P1 inka peyoBrHa. YHUKATH MOTPAIUISIHHS B POT, 0Yl Ta HA MKipy. B pa3i moTparuisiHHs, MPOMUTH BEJIHKOIO
KUTBKICTIO BOJIM Ta 3BEPHYTHUCS 32 KOHCYJIBTAIIIEIO JIO JiKapsi.
2. BukopucroByBatu 3aco01 1HAMBIIyaJIbHOTO 3aXUCTY MPU pOOOTi 3 HAOOPOM.
3. 3He3apakeHHS Ta yTWIi3allis PeareHTiB, CUPOBATOK, TECTOBUX CIAWAIB UM CKISHHUX IUIACTUH NPOBOIUTH
3TiHO 3 YUHHUM 3aKOHOJJABCTBOM.

TpancnopryBanHs
Habopu TpancnopTyroTs BciMa BUJaMH 3aKPUTOTO TPAHCIIOPTY MpH Temrepatypi 1o 25°C.

e-mail: granumlab@gmail.com
Beskowmosna capaua ainia: 0-800-500-561
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JonyckaeTbest TpaHCTIOPTYBaHHA IpU  cepeHbo1000Bo1 Temneparypi 37°C ne 6inbiue 72 h (rox).
O3HakH NOTipIIEHHS peareHTiB

- [IpucyTHICTh YaCTOK 1 TOMYTHIHHS.

- B P2 po3BuBa€eThCs KOJIip.
I'apanTii BUpoOHNKa

1. BupoOHUK rapaHTye BiAMOBITHICTh SKOCTI HAOOPIB BHUMOTraM TeXHIYHOTO pErjaMeHTy MO0 MEIUIHHX

BHUPOOIB auist miarHOCTUKH in vitro Ne 754 Bin 02.10.2013 p. npu gogep:kaHHI CIOKUBAYEM YMOB 30epiraHHs.

2. lapanTiiiHuii TepMin 30epiranns craHoBuTh 12 mth (mic) 3 AHA BUTOTOBIEHHS HAOODY.

KoMmmiekranmist
[REF] 5.012 [REF] 5.013
Bwmict 110 Bu3H. 300 Bu3H.
P1 1 x 50 ml (mur) 1 x 100 ml (M)
P2 1 x 5 ml (M) 1 x 5 ml (M)
1 x 100 ml (M) | 1 x270 ml (M)

Ten./pake: (057) 752-32-31, www.granum.ua

CuMBO0JM Ha NPOAYKILii

P3
“ TOB «JIABOPATOPIA 'PAHYM», Ykpaina, 61001, m. XapkiB, Byn. @paHkiBcbka, 14.

00OMEXKEHHSI

3actopora. 3BepHIThCS 10 IHCTPYKLIT 3 BUKOPUCTAHHS JJIs1 OTPUMaHHs iH(opMaii moao

Karanoxuuit Homep

3acTepeKeHb, OMEePeIKEHD, 3aMT00IKHUX 3aX0/1iB

d Bupo6uuk BuroroBseHo: Jlara supoOuunrsa IIpugaTHo xo: Tepmin npunaraocti Cepisi: Homep cepii
Bupi6 MenuvHUH IS JIarHOCTUKY in Vitro

Bepertu Bij coHsYHOTO CBITIIA (\{gf 3Hak BinoBigHOCTI TeXHIYHUM periaMeHTam

EE] KoHcynbTyiiTech 3 IHCTPYKII€IO 13 BUKOPUCTaHHS

Temneparypue
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